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DETAILED ACTION 

Applicant's response (and amendments to claims) filed with the office on June 
21 st 2007 is duly acknowledged. 

Claims 29, 31, 33, 34, 36, 39-41, 46, 49, 51, 61 and 62-77 (the elected invention 
of group. Ill; as currently amended) are examined on their merits in this office action. 

Election/Restrictions 

Applicant's election without traverse of group III (composition claims 29, 31, 33, 
34, 36, 39-41, 46, 49, 51, 61, and newly added claims 62-77) in the reply filed on June 
21 st 2007 is acknowledged. 

Claim Objections 

Claim 69 is objected to because of the following informalities: Claim recites (in 

lines 2- 3) the limitation "wherein the ratio (number of ester)/(degree of ....of 

glycerol)", which is improper. If applicants intend to appropriately require the limitations 
(currently presented within parentheses) to be considered for the invention as claimed, 
they are requested to remove the parenthesis and amend the claims appropriately. 
Appropriate correction is required. 

Similarly, claim 63 recites the limitation "wherein the fat and oil/(fat and oil + 
polyol) weight ratio", which is improper. Appropriate correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 



Application/Control Number: 1 0/501 ,698 Page 3 

Art Unit: 1657 

1. Claims 29, 31, 33, 34, 36, 39-41, 46, 49, 51 and 61-77 are rejected under 35 
U.S.C. 112, second paragraph, as being indefinite for failing to particularly point out 
and distinctly claim the subject matter which applicant regards as the invention. Claims 
recite (see instant claims 29 and 62, in particular) the limitation of "fat and oil" without 
providing any explicit definition of the term in the instant disclosure (see specification, 
pages 5-8, in particular) as to how to interpret this limitation as presented in the 
invention as claimed. Similarly, claim 62 seems to recite said limitation "fat and oil" in 
an unclear Markush group containing various exemplifications (see the use of more 
than one "and", ""derived from these", and the phrase "or the like"), which result in the 
claimed invention being indefinite. Appropriate explanation/correction is required. 

♦ 

The instant claims have been interpreted (for the term "fat and oil") as being met 
by the presence of any one of the two recited components (i.e. fat or oil) found in a 
composition in the prior art. 

2. Claim 62 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. The claim recites the limitation "modified fat and oil derived 

from these by fractionation .or the like", which is confusing. It is not clear as to 

what exactly is encompassed (metes and bounds) by the invention as claimed. 
Appropriate explanation/correction is required. 

3. Claim 63 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. The claim 63 (depends from claim 29) recites the limitation of 
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"wherein the fat and oil/(fat and oil + polyol) weight ratio is not lower than 1/10", which is 
confusing. Since, the broader claim 29 presents polyol as an optional component (see 
the recitation in claim 29, "fat and oil and/or polyol"), it is unclear as to how one of 
ordinary skill would understand and meet the limitation of the invention of claim 63 in the 
absence of said polyol, as currently presented by applicants. Appropriate 
explanation/correction is required. 

4. Claims 33, 36, 41 , 67 and 68 recite the limitation "on the system" in line 3 of 
each of the claims. There is insufficient antecedent basis for this limitation in the 
broader claim 29 as recited by applicants. Appropriate correction is required. 

5. Claim 61 recites the limitation "the percent retention" in line 2 of the claim. 
There is insufficient antecedent basis for this limitation in the broader claim 29 as 
recited by applicants. Appropriate correction is required. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of the claims under 
35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was commonly 
owned at the time any inventions covered therein were made absent any evidence to the contrary. 
Applicant is advised of the obligation under 37 CFR 1.56 to point out the inventor and invention dates of 
each claim that was not commonly owned at the time a later invention was made in order for the 
examiner to consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) prior 
art under 35 U.S.C. 103(a). 

1. Claims 29, 31, 33, 34, 36, 39-41, 46, 49, 51 and 61-77 are rejected under 35 

U.S.C. 103(a) as being unpatentable over Chopra (WIPO document, WO 01/52822 A1; 

IDS) in view of Motoyama et al (US 4,751 ,241 ; [A]). 

Claims are generally drawn to a reduced coenzyme Q10-containing composition comprising 
reduced coenzyme Q10, a polyglycerol fatty acid ester, and a fat and oil (in the absence of an explicit ~ 
definition in the instant specification, taken as either fat or oil, as recited in instant claim 62) and/or a 
polyol (see instant claims for detailed recitations). 



Chopra (IDS) discloses a reduced coenzyme Q10-containing composition (see 
abstract, claims, and examples l-X, in particular) comprising reduced coenzyme Q10, a 
fat and oil (in the absence of an explicit definition in the instant specification, taken as 
either fat or oil, see also recitation of instant claim 62) and a polyol (such as glycerol or 
other polyhydric alcohols). Chopra discloses reduced coenzyme Q10-containing 
compositions in various forms including oral dosage forms such as soft capsules, etc. 
which are "substantially ubiquinone-free", and incorporate reducing agents, oils or fat, 
polyols, and surfactants (see WIPO document, page 14, 5 th paragraph, and examples I- 
X, in particular). Chopra discloses that such compositions may contain soybean oil, 
sunflower oil, safflower oil, rapeseed oil, fish oil, medium chain triglycerides, 
phospholipids (as recited in instant claim 62; see Chopra, various embodiments), 
surfactants (such as Tween or Span; see examples I, III, IV, VI, in particular), reducing 
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agent such as vitamin C or ascorbyl palmitate (see Chopra, examples, and ciaim 2, in 
particular), and can be prepared or stored in a deoxygenated (such as prepared and 
sealed under nitrogen gas; see Chpora, page 21, example I, last paragraph, in 
particular). 

However, a reduced coenzyme Q10-containing composition comprising 
polyglycerol fatty acid ester (as recited in instant claims 46 and 70-72) is not explicitly 
taught by the composition of Chopra (IDS). 

Motoyama et al [A] discloses polyglycerol fatty acid esters (see abstract, 
summary of the invention, columns 1-2, in particular) such as diglycerol monooleate 
(see column 2, lines 23-30, in particular) to be used as emulsifying agents for drugs that 
are very slightly soluble in water (including ubiquinones, CoQ10; see column 2, lines 38- 
56, in particular) in order to enhance the absorption and thus bioavailability of said 
drugs (i.e. in a pharmaceutical composition) in the digestive tract when administered 
using oral dosage forms such as soft capsules (see columns 4-5, and examples). 

Therefore, it would have been obvious to a person of ordinary skill in the 
pharmaceutical composition art to modify the reduced coenzyme Q10-containing 
. composition of Chopra (IDS) such that it contains (in addition to the surfactants such as 
Tween or Span) an emulsifying agent such as polyglycerol fatty acid ester as explicitly 
taught and exemplified by Motoyama et al. 

One of ordinary skill in the art would have been motivated at the time of invention 
to make such modification in the composition taught by Chopra (IDS) in order to obtain 
a better reduced coenzyme Q10-containing composition (having an enhanced . 
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absorption and bioavailability in the gut) as suggested by Motoyama et al, with a 
reasonable expectation of success. The claimed subject matter fails to patentably 
distinguish over the state of the art as represented by the cited references. Therefore, 
the claims are properly rejected under 35 U.S.C. § 103. 

With regard to the limitations of claims 33 (content of fat and oil and/or polyol), 36 
(content of ascorbic acid), 41 (the content of surfactant), 63 (ratio of fat and oil to fat and 
oil and polyol by weight), 64 (content of reduced CoQ10), and 67 and 68 (the content of 
polyglycerol fatty acid ester by weight), it is to be noted that given the detailed 
disclosures of all the components and their amounts used for various preparations or 
dosage forms by Chopra and Motoyama et al (as discussed above), the adjustments to 
the contents and ratio of various components used in the composition would have been 
clearly obvious to a person of ordinary skill in the pharmaceutical art, and would involve 
routine optimization in order to achieve a better and stable composition containing 
reduced Coenzyme Q10. The claimed limitations of instant claims 46, 49, 51 and 69 
are taken to be inherent in the composition taught by the cited prior art references as 
discussed above. 

As per MPEP 2144.06, "It is prima facie obvious to combine two compositions each of which is taught by 
the prior art to be useful for the same purpose, in order to form a third composition to be used for the very 
same purpose.... [T]he idea of combining them flows logically from their having been individually taught in 
the prior art. " In re Kerkhoven, 626 F.2d 846, 850, 205 USPQ 1069, 1072 (CCPA 1980). 

As per PPEP 2144.05 (R-3): In the case where the claimed ranges "overlap or lie inside ranges disclosed 
by the prior art" a prima facie case of obviousness exists. In re Wertheim, 541 F.2d 257, 191 USPQ 90 
(CCPA 1976); In re Woodruff, 919 F.2d 1575, 16 USPQ2d 1934 (Fed. Cir. 1990). Similarly, a prima facie 
case of obviousness exists where the claimed ranges and prior art ranges do not overlap but are close 
enough that one skilled in the art would have expected them to have the same properties. Titanium 
Metals Corp. of America v. Banner, 778 F.2d 775, 227 USPQ 773 (Fed. Cir. 1985). "[A] prior art 
reference that discloses a range encompassing a somewhat narrower claimed range is sufficient to 
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establish a prima facie case of obviousness." In re Peterson, 315 F.3d 1325, 1330, 65 USPQ2d 1379, 
1382-83 (Fed. Cir. 2003). 

As per MPEP 2144.05 [R3], II. OPTIMIZATION OF RANGES - A. Optimization Within Prior Art Conditions 
or Through Routine Experimentation: Generally, differences in concentration or temperature will not 
support the patentability of subject matter encompassed by the prior art unless there is evidence 
indicating such concentration or temperature is critical. "[WJhere the general conditions of a claim are 
disclosed in the prior art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation. " In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). 

As per MPEP 2111.01; during examination, the claims must be interpreted as broadly as their 
terms reasonably allow. In re American Academy of Science Tech Center, F.3d, 2004 WL 1067528 (Fed. 
Cir. May 13, 2004) (The USPTO uses a different standard for construing claims than that used by district 
courts; during examination the USPTO must give claims their broadest reasonable interpretation.). This 
means that the words of the claim must be given their plain meaning unless applicant has provided a 
clear definition in the specification. In re Zletz, 893 F.2d 319, 321, 13 USPQ2d 1320, 1322 (Fed. Cir. 
1989). 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in 
public policy (a policy reflected in the statute) so as to prevent the unjustified or improper timewise 
extension of the "right to exclude" granted by a patent and to prevent possible harassment by multiple 
assignees. A nonstatutory obviousness-type double patenting rejection is appropriate where the 
conflicting claims are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated by, or would 
have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 
(Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi } 759 F.2d 
887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorihgton, 418 F.2d 528, 163 USPQ 644 
(CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground provided 
the conflicting application or patent either is shown to be commonly owned with this application, or claims 
an invention made as a result of activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal disclaimer. 
A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

1. Claims 29, 31, 33, 34, 36, 39-41, 46, 49, 51 and 61-77 are provisionally rejected 

on the ground of nonstatutory obviousness-type double patenting as being unpatentable 

overclaims 16-19 of copending Application No. 11/586511 (filed in US on 10/26/2006; 

common inventors; and same assignee, Kaneka Corporation, Japan). Although the 

conflicting claims are not identical, they are not patentably distinct from each other 



because the copending application also claims a reduced coenzyme Q10-containing 
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composition (processed as an oral dosage form) comprising reduced coenzyme Q10, oil 
and fat, a polyglycerol fatty acid ester, along with a reducing agent, ascorbic acid. Since 
the two sets of composition claims are very similar (i.e. co-existeht) in their scope, an 
obviousness-type double patenting rejection is required. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 



NO claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to.Satyendra K. Singh whose telephone number is 571- 
272-8790. The examiner can normally be reached on 9-5MF. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon P. Weber can be reached on 571-272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Conclusion 





IRENE MWW 
pjyMARY EXAMWER 



